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TREATMENT OF SKIN DISEASES 

This invention relates to a zinc glycerol complex when used for the treatment of 
particular skin diseases of the human or animal body . 

BACKGROUND OF THE INVENTION 

5 The preparafion tfwmpeands :vf^ly«Ent$l^th^er'tran^m metals has been 
described in "Crystalline cobalt, zinc, manganese andiron alkoxldes of glycerol 1 
by E. W. Radosiovich, M. Raupach, P. G. Slade and R. M. Taylor in Australian 
Journal of Chemistry 23, 1963 - 1970, (1970). These compounds form during 
the heating of particular metal oxides, hydroxides or salts with glycerol at 
10 temperatures around 120° C or higher. In particular the compound with zinc is 
of interest. The compound of zinc with glycerol is Zinc (1,2,3 - Propanetriolato 
[2-] -Oi,Q2) homopolymer, stereoisomer and may be termed zinc 
monoglycerolate, glycerato-zinc, zinc glycerolate and by its trade mark 
"Glyzinc". The term zinc glycerolate will be used in this specification. 

15 The compound is described for instance in P.C.T. International Publication 
WO82/01867 in the names of Taylor and Brock, and comprises a specific 
product of a reaction between certain zinc compounds and glycerol at certain 
temperature ranges. The compound is described as having uses in the 
therapeutic or prophylactic treatment of certain disorders of the human or 

20 animal skin. It is suggested that the compound may have cosmetic uses and is 
suggested for the compounding of shaving cream and as a topical application 
for the prevention of sunburn. 

In WO82/01867 zinc glycerolate is mentioned as having a number of 
prophylactic and therapeutic uses. Thus it is mentioned as being effective in the 

25 treatment and prevention of ammoniacal dermatitis (bums in the genital area of 
babies which originate from ammonia liberated during the decomposition of 
urine - nappy rash), in the treatment of pruritus, especially in people confined to 
bed or immobility, for the alleviation of psoriasis, for the treatment and 
prevention of fungal or bacteriological decomposition of tissue and the resultant 

30 odours arising in such complaints as tinea pedis and for the prevention of 
industrial dermatitis arising from particular environments. 

Reference is also made to P.C.T. International Application WO87/01281 in the 
name of the present applicant, which unlike the first referred to P.C.T. 
application refers to the use of the zinc glycerolate as a per oral treatment for 
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gastric bleeding or ulceration or in a topical application as a depot for the slow 
release of the compound and refers to diffusion through the skin for the 
treatment of arthritis and zinc insufficiency and includes psoriasis, and refers 
also to tests against various organisms including fungi, but does not suggest 
5 effects in the diseases set out in this specification nor does it suggest 
prophylactic treatments which it has now been found to have. 

The results in the present invention are as quite unexpected as were the first 
referred to in the publication of Taylor and Brock which does not include 
reference to these skin diseases for which it has now found to be useful but 
10 was directed to skin ailments such as sunburn and it is surprising that it can act 
for instance on diseases or conditions such as those now found. 

BRIEF DESCRIPTION OF THE INVENTION 

The skin diseases to which the present invention is directed are acne and 
eczema. 

15 Common acne or more particularly Acne Vulgaris is the most common of skin 
conditions. It affects the face, shoulders, back and chest. Acne is caused by 
the blocking of the channel through which sebum liberated from the sebacious 
gland passes to the skin surface. This blocking results in an inflammatory 
condition of the underlying sebacious glands. 

20 Other forms of acne such as Acne Rosacea may also be treated with this 
invention. 

Eczema is a form of inflammation of the skin which passes through several 
stages. Initially there is redness due to skin blood vessels dilating. Fluid 
accumulates in the skin causing swelling, itching and blistering. These may 

25 burst and become infected but eventually dry scabs and crusts may form. 

Therefore this condition results in lesions of the skin surface at affected sites, a 
manifestation not present in the skin disorders and irritations and inflammations 
described in the previous disclosures on therapeutic and prophylactic uses of 
zinc glycerolate. The five common types of eczema are contact, atopic, 

30 seborrhoeic, discoid and varicose. The site of the eczema varies with the type. 
The application of zinc glycerolate according to the present invention may be to 
one or more of these forms of eczema. 

Hence in one form therefore the invention is said to reside in a method of 
treatment of a human or animal body comprising the step of application of a 



WO 94/02132 



PCT/AU93/00354 



3 

pharmaceutical^ acceptable amount by oral, parenteral or topical application of 
zinc glycerolate for the treatment of skin diseases comprising acne and eczema 
for prophylactic or therapeutic treatment. 

In a further form the invention is said to reside in the use of zinc glycerolate in a 
5 pharmaceutical^ acceptable amount by oral, parenteral or topical application 
. for the for proph^ of skin diseases comprising 

acne and eczema as discussed above . 

In a still further form the invention can be said to reside in zinc glycerolate when 
used as a pharmaceutical in a pharmaceutical ly acceptable amount by oral, 
1 0 parenteral or topical application the treatment of skin diseases comprising acne 
and eczema as discussed above for prophylactic or therapeutic treatment. 

The unsuspected and surprising discovery is that the use of zinc glycerolate as 
a pharmaceutical appears to provide relief from the symptoms of these 
diseases and also appears to provide some alleviation of the underlying causes 
15 of these diseases. 

Application of zinc glycerolate can be topical and can be applied as a dry 
powder or as a suspension in a suitable liquid medium such as a cream or 
semi-solid medium such as an ointment and can be applied topically by an 
applicator, for instance by transdermal delivery patch where internal 
20 mobilisation in the blood is required for transport to other internal remote areas 
or application can be by or a spray or puffer pack. Alternatively it can be 
applied by parenteral means such as by injection in a suitable suspension or 
solution. Oral intake in the form of a tablet, capsule or lozenge may also be 
suitable for some applications of the invention. 

25 One suitable way of treatment might include application as a cream or ointment 
including in its formulation zinc glycerolate to the affected body part. 

It is believed that the action of zinc glycerolate for treatment in the ways as 
discussed above relates to the ability of the compound to be easily adsorbed 
into the human or animal body and to release the zinc from within the 
30 compound in a form that is readily useable. 

Hence unexpectedly it appears that the application of the zinc glycerolate has a 
beneficial effect in alleviating the symptoms of or treating a number of diseases. 

The applicant's have carried out tests to determine the effectiveness of the 
glycerolate therapy on the conditions and diseases enumerated herein and 
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believe that the results achieved in showing the effectiveness of the compound 
for treatment of these are entirely unsuspected. 

DESCRIPTION OF THE PREFERRED METHOD AND EXAMPLES 
Acne Vulgaris 

5 Patient^were examine^ in the form of a 

powder plus other treatments. Examination of patients was carried out every 
seven days. 

Eight patients with Acne Vulgaris were investigated, zinc glycerolate was 
applied on trunk lesions simultaneously with general vitamin treatment. In four 
1 0 cases Tetracycline was administered as well as Netronidasole. The period of 
observation varied from two to four weeks. In three case improvement of 
dermatological status was observed. Another four patients did not show any 
improvement and local status of one patient worsened. 

In another test zinc monoglycerolate in the form of a cream was applied to Acne 
1 5 Vulgaris. In two weeks there was a decrease of new eruptions of approximately 
50%. 

Acne Rosacea 

Zinc monoglycerolate in the form of a cream was applied to Acne Rosacea and 
found to have an anti-Inflammatory effect superior to hydrocortisone. It was 
20 found possible to use the cream including zinc glycerolate as a base under 
cosmetic make up. 

Atopic eczema 

A double blind placebo controlled evaluation of the efficacy and safety of zinc 
glycerolate in the form of a powder in the treatment of mild to moderate 
25 childhood atopic eczema was carried out. The placebo was BP Talc. 

The results indicated that: 

Zinc Glycerolate worked very well in the study as it showed 
improvements in Global Impression Scores, Global Change Scores, Area 
affected Mean Score, Total Symptoms Score and Total Eczema Score, 
these improvements being statistically significant each week over the 
four weeks of the trial. 



1. 

30 
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2. The Global Change Score for Zinc Glyceroiate was 86% Improved at four 
weeks which was higher than the 65% assumed at the time of preparing 
the trial protocol. 

3. It was noted that there was no discernible difference in the efficacy of the 
5 two treatments for patients who started with mild eczema (Total Eczema 

Scores less than 20), wher eas t here was an obvious difference in favour 

of Zinc Glyceroiate with patients who started with moderate eczema. 

4. Zinc Glyceroiate was assessed favourably relative to the placebo by the 
patients in their diaries. 

10 It is concluded that Zinc Glyceroiate performed better than expected in the trial. 

Further Test on Atopic eczema 

An open pilot study of six patients (children aged from 2 to 10 ) was carried out 
using zinc glyceroiate in the form of a powder. It was applied twice a day for 
two weeks to one side of the body and compared with the current emollient 
1 5 used by the patients applied on the other side of the body (this was Diprobase 
cream (Kirby Warwick) on all patients). 

Parents were instructed to continue all the other anti-eczema treatments that 
they had been using such as topical steroid ointment, bath oil and anti- 
histamine medicine at night. 

20 The results were that none of the patients reported any significant reduction in 
the inflammatory component of the eczema, comparing right with left. As an 
emollient or moisturizer opinion was equally divided with two reporting 
preference for zinc glyceroiate, two reporting no difference and two reporting 
preference for the Diprobase. There was a definite advantage reported in that 

25 the zinc glyceroiate remained on the skin longer and hence did not require such 
frequent applications. 

In a further open pilot study ten children in the age range of from 3 to 14 with 
moderate to severe eczema were studied. 

Zinc glyceroiate in the form of a powder was applied twice daily to one limb (in 
30 all cases the right leg). 

Patients were instructed not to use any emollient cream on that area but to 
continue all other treatments, including a topical steroid, bath oil and in some 
cases an antihistamine medicine at night. 
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In eight out of the ten patients there was a definite improvement comparing the 
treated ilmb with the non-treated limb. Both parents and children were 
convinced that the powder had helped. Comments included: "soothing"; "It 
helped dry the eczema"; less Itchy". Examination revealed that there was a 
5 significant decrease in the inflammation (redness) of the treated limb. 

Tm children who had severe uncon^ no change using 

the powder. 

The powder was well tolerated by all the children with no adverse effects. 
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CLAIMS 

1 . A method of treatment of a human or animal body comprising the step of 
application of a pharmaceutically acceptable amount by oral, parenteral or 
topical application of zinc glycerolate for the treatment of skin diseases for 

5 prophylactic or therapeutic treatment. 

2. A metfibcf of treaMent as in Claim 1 wherein the skin cfisbrder is acne. 

3. A method of treatment as in Claim 1 wherein the skin disorder is eczema. 

4. A method of treatment as in Claim 1 wherein the application of zinc 
glycerolate is selected from the group of topical application, for instance as a 

10 dry powder, by suspension in a suitable liquid medium, for instance as a cream 
or ointment or applied topically by an applicator. 

5. A method of treatment as in Claim 1 wherein the application of zinc 
glycerolate Is parenteral means such as by injection in a suitable suspension or 
solution. 

15 6. A method of treatment as in Claim 1 wherein the application of zinc 
glycerolate is in the form of a tablet, capsule or lozenge. 

7. The use of zinc glycerolate in a pharmaceutically acceptable amount by 
oral, parenteral or topical application for the for prophylactic or therapeutic 
treatment of skin diseases. 

20 8. Zinc glycerolate when used as a pharmaceutical in a pharmaceutically 
acceptable amount by oral, parenteral or topical application the treatment of 
skin diseases for prophylactic or therapeutic treatment. 
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